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(4) Submitting registration informa-
tion,

(5) Submitting device listing infor-
mation, and

(6) Submitting premarket notifica-
tions.

(b) The foreign manufacturer shall
provide FDA with a statement of au-
thorization for their U.S.-designate to
perform MDR reporting duties under
part 803 of this chapter, and to register,
list, and submit premarket notifica-
tions under this part. The foreign man-
ufacturer must provide this statement
of authorization along with the name,
address, and telephone number of the
person initially designated, or any sub-
sequent person designated as the U.S.-
designated agent, within 5 days of the
initial or subsequent designation. In-
formation shall be sent to the Center
for Devices and Radiological Health,
Medical Device Reporting, Food and
Drug Administration, P.O. Box 3002,
Rockville, MD 20847–3002.

(c) The U.S.-designated agent of a
foreign device manufacturer that ex-
ports devices into the United States is
required to register the foreign manu-
facturer’s establishments or places of
business, and to list the foreign manu-
facturer’s devices, in accordance with
subpart B of this part, unless exempt
under subpart D of this part, and to
submit premarket notifications in ac-
cordance with subpart E of this part.
The information submitted shall be in
the English language.

[60 FR 63606, Dec. 11, 1995]

EFFECTIVE DATE NOTE: At 61 FR 38347, July
23, 1996, § 807.40 was stayed indefinitely.

Subpart D—Exemptions

§ 807.65 Exemptions for device estab-
lishments.

The following classes of persons are
exempt from registration in accord-
ance with § 807.20 under the provisions
of section 510(g) (1), (2), and (3) of the
act, or because the Commissioner has
found, under section 510(g)(4) of the
act, that such registration is not nec-
essary for the protection of the public
health:

(a) A manufacturer of raw materials
or components to be used in the manu-
facture or assembly of a device who

would otherwise not be required to reg-
ister under the provisions of this part.

(b) A manufacturer of devices to be
used solely for veterinary purposes.

(c) A manufacturer of general pur-
pose articles such as chemical reagents
or laboratory equipment whose uses
are generally known by persons trained
in their use and which are not labeled
or promoted for medical uses.

(d) Licensed practitioners, including
physicians, dentists, and optometrists,
who manufacture or otherwise alter de-
vices solely for use in their practice.

(e) Pharmacies, surgical supply out-
lets, or other similar retail establish-
ments making final delivery or sale to
the ultimate user. This exemption also
applies to a pharmacy or other similar
retail establishment that purchases a
device for subsequent distribution
under its own name, e.g., a properly la-
beled health aid such as an elastic ban-
dage or crutch, indicating ‘‘distributed
by’’ or ‘‘manufactured for’’ followed by
the name of the pharmacy.

(f) Persons who manufacture, pre-
pare, propagate, compound, or process
devices solely for use in research,
teaching, or analysis and do not intro-
duce such devices into commercial dis-
tribution.

(g) [Reserved]
(h) Carriers by reason of their re-

ceipt, carriage, holding or delivery of
devices in the usual course of business
as carriers.

(i) Persons who dispense devices to
the ultimate consumer or whose major
responsibility is to render a service
necessary to provide the consumer (i.e.,
patient, physician, layman, etc.) with a
device or the benefits to be derived
from the use of a device; for example, a
hearing aid dispenser, optician, clinical
laboratory, assembler of diagnostic x-
ray systems, and personnel from a hos-
pital, clinic, dental laboratory,
orthotic or prosthetic retail facility,
whose primary responsibility to the ul-
timate consumer is to dispense or pro-
vide a service through the use of a pre-
viously manufactured device.

[42 FR 42526, Aug. 23, 1977, as amended at 58
FR 46523, Sept. 1, 1993; 61 FR 44615, Aug. 28,
1996; 65 FR 17136, Mar. 31, 2000]
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